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AMENDED COMPLAINT 


jj UNITED STATES DISTRICT COURT 
‘EASTERN DISTRICT OF NEW YORK 


LIZABETH DALEY, M.D. and HENRY 
OSENBERG, M.D. 
Plaintiffs, 
-against- 


SPAR W. WEINBERGER, Secretary of 
Saath. Education and Welfare, ALEXANDER 


a a rays 


1 ren eme.s Came ae one 


SCHMIDT, M.D., Commissioner of the AMENDED COMPLAINT: 


Food and Drug Administration, CLIFFORD : 
SHANE, Regional Director of the Food ‘ 75-C-306 
land Drug Administration, TERRY MUSSON, 
1ALLEN R. HALPER, JOHN E. KLEMMER and 
| "THOMAS D. GARDINE, Employees of the Food 
and Drug Administration, 


Defendants. 


Plaintiffs, by their attorneys, ROTHBLATT, ROTHBLATY, SEIJAS 


PESKIN, allege as follows: 


Jurisdiction 

1. This action arises under the Fourth, Fifth and Sixth 
iiAmendments of the United States Constitution and the Federal Food, 
perug and Cosmetic Act of 1938, 21 U.S.C. §§ 301, et seq., as here- 
l snafter more fully appears. The matter in controversy exceeds, ex- 
clusive of interest and costs, the value of ten thousand dollars. 

2. Jurisdiction of this Court is based upon 28 U.S.C. §§ 
L331 and 1337. 

"3. This is an action for a preliminary injunction vursuant 


to Rule 65 of the Federal Rules of Civil Procedure, and a declara~ 


tory judgment pursuant to 28 U.S.C. § 2201. 


! 
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Parties 

4. Plaintiff ELIZABRFTH DALEY, M.D. is a physician duly 
licensed to practice medicine in the State of New York. 

$. Plaintiff. HENRY ROSENBERG, M.D. is a physician duly 
licensed to practice medicine in the State of New York. 

6. Defendant CASPAR W. WEINBERGER is Secretary of the 
United States Department of Health, Education and Welfare. 

TV. Defendant ALEXANDER M. SCHMIDT, M.D., is Commissioner 
of the Food and Drug Administration of the United States Depart-— 
went of Health, Education and Welfare. 

8. Defendant CLIFFORD G. SHANE is the Regional Director 

+ Food and Drug Administration. 

Ss Defendant TERRY MUSSON is an employee of the Food 
and Drug Administration. 

10. Defendent ALLEN R. HALPER is an Investigator employed 
by the Food and Drug Administration. 

11. Defendant JOHN E. KLEMMER is an Investigator employed 
by the Food and Drug Administration. 

12. Defendant THOMAS D. GARDINE is an Investigator 


employed by the Food and Drug Administration. 


Plaintiffs’ Medical Practice 
13. Plaintiffs’ DALEY AND ROSENBERG are engaged in the 
practice of medicine in the State of New York and maintain offices 


for this purpose at 329 West End Avenue, New York City, New York. 


: 
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14. In the course of their medical practice, plaintiffs 
DALEY and ROSENBERG prescribe various medications, vitamins and 
diets for their patients.in the treatment of rheumatoid arthritis 
and other rheumatic diseases. These medications include the 
drugs "prednisone," "testosterone," “estradiol,” and combinations 

i thereof. 

15. Said drugs are all fully approved under applicable 
federal law for use in the professional practice of medicine. 

16. The conduct of plaintiffs DALEY and ROSENBERG in 
preparing, prescribing and administering said drugs and combina- 
tions thereof to their patients is their lawful right and pro- 
fessional prerogative as duly licensed medical practitioners. 

17. It is the professional judgment and opinion of 
plaintiffs DALEY and ROSENBERG that the administration of said 
drugs to their patients suffering from rheumatic diseases is 
indispensable to effective medical treatment, and that without 
the use of said drugs their patients' conditions would substan- 
tially deteriorate, resulting in increased pain, suffering and 


crippling to hundreds of individuals. 


Defendants’ Conduct 
18. On or about February 10, 1975, defendant NALPER 
appeared at plaintiffs' offices at 320 West End Avenue, New York 
City, New York. 
19. During said February 10, 1975 appearance at plain- 


tiffs' offices, defendant HALPER interrogated Donna Pinorsky, R.N. 
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about various aspects of plaintiff's medica] practice and tieat- 
ment of patients. 

20. During said February 10, 1975 appearance at plain- 
tiffs’ offices, defendant HALPER did also serve unon Donna 
Pinorsky, R.N., a Notice of Inspection pursuant to Section 704 
(a) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 374 
(a), a copy of which is annexed hereto and marked Exhibit "A." 

21. On or about February 27, 1975, defendants KLEMMER and 
GARDINE appeared at plaintiffs' offices at 320 West End Avenue, 
New York City, New York. 

22. During said February 27, 1975 appearance at plain- 
tiffs' offices, defendants KLEMMER .and-GARDINE interrogated Donna 
Pinorsky, R.N. 

23. During said February 27, 1975 appearance at plain- 
tiffs' offiees, defendants KLEMMER -and GARDINE did also serve 
upon Donna Finorsky, R.N., a Notice of Inspection pursuant to 
Section 704({a) of the Federal Food, Drug and Cosmetic Act, 21 
U.S.C. § 374(a), a copy of which is annexed hereto and marked 
Exhibit "BV" 

24. Subsequent to February 10, 1975, and prior to 

cuary 27, 1975, plaintiffs’ attorney, Henry B. Rothblatt, had 
t: “one conversations with defendants KLEMMER ‘and MUSSON con= 
cerning the purpose of the Notice of Inspection and the future 
intentions of the Food and Drug Administration with regard to 


plaintiffs DALEY and ROSENBERG. 
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25. Upon information and belief, the Food and Drug Admin- 
| istration is conducting an investigation of plaintiffs’ medical 
practice, and intends to continue said investigation, - to include 
| interrogation of plaintiffs as well entry and inspection of their 
offices at 320 West End Avenue, New York City, New York. 

26. ‘Ipon information and belief, the claimed justifica- 
tion for the aforementioned investigation are alleged violations 
of the Food, Drug and Cosmetic Act, 21 U.S.C. §§ 301, et seq., 
| concerning a "new drug" known as “Lejfcort." 

27. Plainviffs have offered to “lly disclose and openly 
discuss with appropriate Food and Drug Adn.si stration officials, 
through their attorney, all relevant details concerning the 
medications which they prepare, prescribe and adwinister to 
their patients. A copy of correspondence sent to the Food and 
' Drug Administration to this effect is annexed hereto and marked 
Exhibit “c.* 

28. To date defendants havé not availed themselves of 
the opportunity to resolve this matter through discussion with 
plaintiffs’ attorney. As a result, the issue remains unresolved, 
and plaintiffs must continue to function under a constant threat 


of impending action against them by the Federal Government. 


Defendants! Lack of Jurisdiction 
29. As previously alleged herein, plaintiffs DALEY and 


ROSENBERG have the absolute right, as duly licensed physicians, 


AMENDED COMPLAINT 


| to prepare, prescribe and administer approved drugs and combina- 
| tions thereof to their own patients in the course of their 
medical practice. 

30. The Federal Government, and specifically the Food 
and Drug Administration under the provisions of the Federal Food, 
Drug and Cosmetic Act, 21 U.S.C. §§ 301, et seq., lacks jurisdic- 
tion and authority to investigate, inspect, or in any manner 
interfere with plaintiffs' medical practice and treatment of 


patients. 


Injury 

31. The conduct of the Food and Drug Administration, 
officers and employees, in investigating, inspecting. threat 
ening to do the same, or otherwise interferring with plaintiffs" 
right to practice medicine, is violative of the Fourth, Fifth 
and Sixth Amendments of the United States Constitution, the Food, 
Drug and Cosmetic Act, 21 U.S.C. §§ 301, et seq., aS well as the 
physician-patient privilege. 

32. Said conduct of the Food and Drug Administration, its 
cfficers and employees, has caused and will continue to cause 
| further irreparable injury to plaintiffs and their patients in 
that: 

(a) Plaintiffs are being deprived of their right to 


be free from unreasonable search and seizure; 
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(b) Plaintiffs are being deprived the right of effec- 
tive assistanvte of counsel by defendants' refusal to discuss the 
matters in issue with plaintiffs’ attorney; 

(c) Defendants seek to prevent plaintiffs from law— 
fully practicing medicine in accordance with their own profession-— 
| al judgment and skill, in violation of the right to due process of 
law; 

(€) Defendants seek to prevent plaintiffs from ren— 

: dering effective meiical treatment to their patients, which will 
result in increased pain, suffering and crippling of hundxeds of 
individuals suffering from rh atoid arthritis and other 
rheumatic diseases; ; 

(e) Continued investigation by defendants will 
destroy plaintiffs' professional reputation, cause them to lose 
patients, and otherwise result in substantial permanent injury; 

(f) Plaintiffs are being unlawfully subjected to 
possible criminal prosecution and resulting fine, imprisonment and 
| loss of their licenses to practice medicine for refusal to permit 
an unauthorized inspection of their offices and/or other viola- 
tions of the Food, Drug and Cosmetic Act, 21 U.S.C. § 331. 

33. Said conduct of the Food and Drug Administration, its 
| officers and employees, will continue unless permanently enjoined 
by this Court. 

34, There is an actual controversy between the parties 


herein concerning defendants’ authority and jurisdiction to in- 
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vestigate, inspect and otherwise interfere with plaintiffs' 
medical practice. 
35. Plaintiffs have no adequate remedy at law. 
WHEREFORE, plaintiffs respectfully request a judgment: 
(a) Declaring that the Federal Government, and specifi- 
lly the Food and Drug Administration of the Department of 
iealth, Education and Welfare, lacks authority and jurisdiction 
to investigate, inspect or otherwise enforce the provisions of 


the Food, Drug and Cosmetic Act, 21 U.S.C. §§ 301, et seq., 


'against plaintiffs for their conduct in preparing, prescribing and 


admini ;tering approved drugs or combinations thereof to theix own 
patients in the course of their medical practice. 

(b) Enjoining and restraining defendants, their agents, 
employees, successors, and all other persons acting in their 
behalf, during the pendency of this litigation and thereafter 
permanently, from investigating, inspecting or otherwise en- 
forcing the provisicas of the Food, Drug and Cosmetic Act, 21 
U.S.C. §§ 301, et seq., against plaintiffs for their conduct in 
preparing, prescribing and administering approved drugs or com 
binations thereof to their own patients in the course of their 
medical practice; 

(c) Awarding plaintiffs costs and such other and further 


relief as to this court seems just and proper. 


{ DATED: 
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New York, New York 
March 3, 1975 Respectfully submitted, 


ROTHBLATT, ROTHRLATT, 
SEIJAS & PESKI 

Attorneys for Plaintiffs 
323 West End Avenue 

New York, New York 10023 
(212) 787-7001 
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VERIFICATION 


STATE OF NEW YORK ) 


COUNTY OF NEW YORK) ss.: 


HENRY ROSENBERG, M.D., being duly sworn, deposes and says 
that he is a plaintiff in the within action; that he has eund 
the foregoing amended complaint and knows th? contents thereof; 
that the same is true to his own knowledge except as to matters 
therein stated to be alleged on information and belief; and that 


as to those matters he believes it to be true. 


Sworn to before me this 
ym day, 1214 1975 
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8. ZIP CODE 


Notice cf inspecXon is hezeby given pursuant to Sectiow 7C4{a) of the Federal Feed, Drug, and Cosmetic Act C21 


U.S.C. 37 


” Applicable portions of Section 704 of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 374) are quoted bel. w: 


Sec. 704. (a) For purposes of enforcernent of this Act, officers or 
employees Guly designated by ihe Secretary, upon presenting ap- 
propriate credentials and a written notice to the owner, operstor, or 
agent in charge, are authorized (1) to enter, at reasonable times, any 
factory, warenousa, or establishrnent in which food, drugs, devices, 
or cosmetics are manufactured, processed, packed, or held, for in- 
troduction into interstate commerce or after such introduction, or 
to enter any vehicle being used to transport or hold such food, 
drugs, devices, or cosmetics in interstate commerce; and (2) to in- 
spect, at reasonable times end within reasonable limits and in a 
reasonable manner, such factory, warehouse, estublishment, or 
vehicle and all partinent equipment, finished and unfinished mate- 
rials, containers, and labeling therain, In the case of any factory, 
warenousa, esteblishment, or consulting laboratory in which pre- 
scription drugs are manufactured, processed, packed, or held, in- 
sp2ction shali extend to all things therein (including records, files, 
papers, processes, controls, and facilities) bearit., on whether pre- 
scription drugs which are adulterated or misbranded within the 
meaning * this Act, or which may not be manufactured, introduced 
into interstate commerce, or sold, or offered for sate by reason of 
any basse of this Act, hae been or are being manufactured, 
Processed, packed, transported, or held in any such place, or other- 
wis@ bearing on violation of this Act. No inspection authorized for 
prescription drugs by the preceding sentence shall extend to {A) 
financial data, (8) sales cata other than shipment data, (C) pricing 
data, (D) personne! data (other than daca e: to Gualifications of 
technical and professional personnel performing functions subject to 
this Act), and (€) research data (other than data, relating to new 
Crugs and antibiotic drugs, subject to reporting and inseection under 
rezulatians lawfully tzsued pursuant ta section 595 {i) or (j) or 
section 597 (c) or (9) of this Act, and d2%a, relating to other drugs, 
winch in the case of a new drug would be subject to reporting or 
inspection under lawful regulations issued pursuant i9 section 505 
(i) ef this Act). A separaie notice shall b2 givem for each such 
inspection, but a notice shail not be required for each entry made 
during the period covered by the inspection, Each such inspection 
shail be commenced and completed with reasonable promptness. 


2Apolicable sections of Parts F and G of Title 11! Public Health 
Service Act [42 USC 262 - 254] are quoted below: 


Part F — Licensing — Biological Products and Clinical Laboratories 
and ***ere 


Sec. 351(c) “Any officer, agent, or employee of the Department of 
Health, Education, end Welfare, authorized by the Secreiary for the 
Purpose, may during all reasonable hours enter and inspect any es- 
tablishment for the propagation or manufacture and preparation of 
any virus, serum, toxin, antitoxin, vaccina, blood, blood component 
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/4(a)! and/or Part F eG, Title Il of the Public Health Service Act [42 USC 257-264) 7 


ee ot 


10. TITLE (Food and Drag Administration Employee{s)) 


or derivative, allergenic product or other product aforesaid for sale, 

barter, or exchang? in the District of Columbia, or to be sent, car- 
ried, or brought fram any State or pussession into any other State 
of possossion or into any foreign country, or from any foreign coun- 
try into any State or possession.’ 


Part F — ***** Control of Radiation. 

. 260 Ala) “IE the Secretary finds for quod cause that the meth- 

, tests, OF programs relate’ to lectronic product radiation safety 
ina particular factory, were so, or cstablishment in which else 
tronic products are manufactu ed of held, may not be adequate ar 
relable, officers or employces duly designated by the Secretary, 
upon presenting appropriate credentials and # written notice to the 
owner, operator, or agent in charge, are thereafter authorized (1) 10 
enter, at reasonable times any area in such factory, warehouse, or 
establishment in which the manufacturer's tests for testing pro- 
grams) required by section S58(h) ure carried out, and (7) to in- 
spect, at reasonable tines and within reasonable limits and in a 
reasonable manner, the facilities and procedures within such area 
which are related to electronic product radiation safety. Each such 
inspection shall be commenced and cornpleted with reasonable 
promptness, In addition to other grounds upon which good cause 
may be found for purposes of this subsection, cood cause will be 
considered to exist in any case where the manufacturer has intro- 
duced into commerce any electronic product which does not com- 
ply with an applicab's standard prescribed under this subpart and 
with respect to which no exemption from the notification require- 
ments has been granted by the Sceretary uncier section 259(a) (2) or 
359(e).”" 


Fart G — Quarantine and Inspection, 


Sec, 361(a) “The Surgeon General, with the approval of the Secre- 
tary is authorized to make and enforce such seguistions as in his 

judgement are necessary 10 prevent the introrcluction, transmission, 
or spread of communicable diseases from foreign countries into the 
States or possessions, or from one State or possession into any other 
State or possession. For purposes of carrying out and enforeing such 
regulations, the Surgeon General may provice for such inspection, 
fumigation, disinfection, sanitation, pest extermination, destruction 
of animals or articles found to be so infected or contaminated as to 
be sources of dangerous infection to human beings, and other meas- 
ures, as in bis judgement may be necessary.” 
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’ 1 Applicable portions of Section 704 of tha Federal Food, Drug, and 
Cosmatic Act [21 U.S.C. 374) are quoted below: 


Sec. 704. (a) For purposes of enforcement of this Act, officers or 
employees duly designated ty the Secretary, upon present ap- 
propriate credentials and a written notice to the owner, ones. r 
agent in charge, are authorized (1) to enter, at reasonable tim, y 
factory, warehouse, or establishment in which food, drugs, d:..ces, 
or cosmetics are manufactured, processec’, packed, or held, for in- 
troduction into interstate commerce or ziter such introduction, or 
to enter any vehicle being used to transport or hold such food, 
drugs, devices, or cosmetics in interstate commerce; and (2) to in- 
spect, at reasonable times and within reasor7 te limits and ina 
reasonable manner, such factory, warchous. establishment, or 
vehicle and all pertinent equipment, finished a: 4 unfinished mate- 
rials, containers, and labeling therein, In the case of any factory, 
warehouse, establishment, of consulting laboratory in which pre- 
scription drugs ere manufactured, processed, picked, or heid, in- 
spection shall extend to all things therein lincludinq rocords, files, 
papers, processes, controls, and facilities) bearing on whether pre 

scription drugs which are adulterated or misbranded within the 
maaning of this Act, or which may not be manufactured, introduced 
into witerstata commerce, or sold, or offered for sale by reason of 
eny provision of this Act, have been or are being manu factured, 
processed, packed, transported, or hald in any such place, or other- 
wise bearing on victation of this Act. No inspection authorized for 
Preseeiption drugs by the preceding sentence shail extend to (A) 
iimanciai data, (8) sales daia other than shipment data, (C) pricing 
dzta, (D) personnel data (other than data as to qualifications of 
techni cal and pretessional personne! performing functions subject to 
this Act), and (&) research daia locher than data, relating to new 
drugs snd antibiotic d +98, subject ta reporting end insp2ctian under 
regulations lavsfully issued pecorent to section §05 {i) or fj) or 
sectian 507 (¢} or (g) cf this Act, and cata, relating to other drujs, 
which in tne cese of a new drue svould be subject to reporting or 
inspection under gps reguiations issu2d pursuant to section 505 
(j) cf this Act). separate notice shall be given for each such 
inspection, but a aan ce shall not b2 required for each entry made 
during the period covered by the inspection. Each such inspection 
shall be comrnenced and completed with reasonable pramptness. 


2Applicable sections of Parts F and G of Title II} Public Health 
Service Act [42 USC 262 — 264] arz quoted below: 


Part F — Licensing — Biological Products and Clinical Laboratories 
and eerenre 


10. TITLE (Food and Drug Administration Employee{s)) 
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or derivative, allergenic product or other product aforesaid for sale, 
barter, or exchange in the District of Columbia, or ia be sent, car- 
ricd, or brought from any State or possession into any other State 
or possession or into any foreign cauntey, or from any forcign coun= 


try into any State or possession.” 


Part F — ***** Control of Radiation. 
Sec. 369 Ala) “If the Secretary finds for qood cause that the meth- 
ods, tests, or programs related to electronic product radiation safety 
in a particular factory, warehouse, or establishment in which elec- 
tronic products are manufactured or held, may not be adequate or 
reliable, officers or ernployees duly desiqnated by the Secretary, 
upon presenting appropriate cred2ntials and a written notice to the 
owner, operater, of agent in chargé, are thereafter authorized (i) to 
enter, at reasonable times any area in such factory, werehouse, or 
establishment in which the manufacturer's tests for testing pro- 
gra. is) required by section 352(h) are carried out, and (2) to in- 
spect, at reasonable times and within reasonable limits and in a 
reasonable manner, the facilities and procedures withis such area 
which are related to electronic product radiation safety. Each such 
inspection shali be cammenced end completed with reasonable 
promptness. In addition to other grounds upon which good cause 
may be found for purposes of this subsection, good cause wili be 
considered to exist in any case where the manufacturer has intro- 
duced ‘nto commerce any electronic praduct which does not com- 
ply with aa applicable standard prescribed under this subpart and 
with respect to which no exemption from the notification require- 
ments has been granted by the Secreta: y under section 35%(a}(2) or 
359(e).”" 


. 


Part G — Quarantine and Inspection. 

© «, 361(a) “The Surgeon Generel, with the approval of the Seco 
tary is authorized to make and enforce such regulations as in his 
judgement are necessary to prevent the introduction, transrnission, 
or spread of communicable diseases from foreign countries into the 
States or possessions, or from one State or possession into any other 


} State or possession. For purposes of carrying out and enforcing such 


Sec. 351(c) “Any officer, agent, or employee of the Department of 


Health, Education, and Welfare, authorized by the Secretary for the 
purpose, may during all reasonable hours enter and inspect any es- 
tablishment for the propagation or manufacture and preparation of 
any virus, serum, toxin, antitoxin, ve “ne, biood, blood component 
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regulations, the Surgeon General may provide for such inspection, 
fumigation, disinfection, sanitation, pest extermination, destruction 
of animals or articles found to be so infected of contaminated as to 
be sources of dangerous infection to human beings, and other meas- 
ures, a3 in his judgement may be necessary.” 
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AFFIDAVIT OF ELIZABETH DALEY, M.D. IN 
~ SUPPORT OF OF TEMPORARY y RESTRAINING 
ORDER 


‘UNITED STATES DISTRICT COL 
; EASTERN DISTRICT OF NEW YORA 


E 


LIZABETH DALEY, M.D. and HENRY 
| ROSENBERG, M.D., 


Plaintiffs, AFFIDAVIT 
-against- 
' CASPAR W. WEINBERGER, Secretary uf 
' Health, Education and Weifare, and 
; MAX L. SCHMIDT, Commissioner of the 
' Food and Drug Administration, 
Defendants. 


tate of New York ) 
) 


County of New York) 
ELIZABETH DALEY, M.D., being duly sworr, deposes and says: 
I am a plaintiff in this action and a physician duly 
' licensed to practice medicine in the State of New York. I main- 
tain my medical office at 329 West End Avenue, New York City, 
' New York. 
For several years my medical practice has concentrated 
on rheumatoid arthritis and other rheumatic diseases. The method © 
| of treatment which I employ is based upon special diet and the 
administration of various medications. These medications include 
the hormones prednisone, testoste’-ne and estradiol which are 
administered in varying dosages according to the particular re- 
aul resents of the individual patient. This method of treatment 


has proven to be successful with thousands of patients over a 


AFFIDAVIT OF ELIZABETH DALEY, M.D. IN 
SUPPORT OF TEMPORARY RESTRAINING ORDER 


‘ period of many years. 

I myself have a serious rheumatoid arthritis condition: 
|! which is treated with these medications. It is because of this 
|| treatment that I am able to continue to function as an active 
‘medical practitioner. 

On February 10, 1975 and February 27, 1975, Investigators 
|, from the Federal Food and Drug Administration came to my office, 
| dnterregeted my nurse, Donna Pinorsky, R.N. and served Notices of 
‘Inspection. As a result of these incidents, and conversations 
| with my attorney, Henry B. Rothblatt, I have learned that the 
'! Food and Drug Administration is conducting an investigation of 
| my medical practice concerning alleged violations of the Food, 
| Diug and Cosmetic Act. 

Any medications which are prepared at my office are used 


solely in the treatment cf my own patients as prescribed by me 


"and my colleague, Dr. Henry Rosenberg. Further, any such 


| m *.catvons°arecomposed-entirely“of:legally~and medically 
' approved drugs. 

It is my understanding, and I sgain have recently been so 
i: advised by my attorney, that it is completely lawful for a 
', Licensed physician to prepare, prescribe: and administer medica- 
| has in the manner in which I have been so doing. 

-T cannot overemphasize the efficacy of the method of 

treatment which I employ. It. is effective in treating rheumatic 


disease. To deny this medication and treatment to the thousands 


inhumane act. 


as expeditiously as possible. 
of this controversy. 


granted. 


.. Sworn to before me this 


(! 274 day of LOK. 1975 


h, bhp 


THBLATT 
ON G- ROTHBLA 
= Piste, Lae of New YorR 
i: Ns Ji 3377110 


Og. ed NOW York County Z 
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AFFIDAVIT OF ELIZABETH DALEY, M.D. 
SUPPORT OF TEMPORARY RESTRAINING ORDER 


ineedless suffering and crippling. 


IN 


of patients that are now using it successfully would result in 


This would be an outrageously 


My medical practice cannot be conducted under a constant 
{ 

j ‘ : F : 
‘threat of unlawful intrusion by federal inspectors to say nothing 


of the harm to my professional reputation which results there- 


The present situation is intolerable and must be resolved 


It is for this reason that I urge 


| the Court to prohibit the Food and Drug Administration from 


taking any further action in this matter pending final resolution 


WHEREFORE, I respectfully request that the temporary 


restraining order end preliminary injunction sought herein be 


a rn ee 5 ee ee 


MOTION TO PTSMISS AND FOR SUMMARY JUDGEMENT 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT CF NEW YORK 


ELIZABETH DALEY, ‘1D. and HENRY 
. ROSENBERG, M.D. 


: Plaintiffs, Civil No. 75-C-306 
' 
‘ - against - 
CASPAR W. WEINBERGER, Secretary of 
Health, Education, and Welfare, ALEXANDER MOTION ‘TO DISMISS 
M. SCHMIDT, M.D., Commissioner of the “AND FOR SUMMARY JUDGMENT 


Food and Drug Administration, CLIFFORD 

G. SHANE, Regional Director of the Food 
and Drug Administration, TERRY MUSSON, 

ALLEN R. HiLPER, JOHN E. KLEMMEL: i . 
THOMAS D. GARDINE, E-ployees of ihe Food 

and Drug Administration, 


Defendants. 


Comes now the defendants, Caspar W. Weinberger, Secretary of 
. Health, Education, and Welfare, Alexander M. Schmidt, M.D., Commissioner 
of Food and Drugs, Clifford G. Shane, Regional Director of the Food and 
Drug Administration, Terry Musson, Supervisory Consumer Safety Officer, 
‘New York D’strict, Food and Drug Administration, Allen R. Falper, John E. 
Kiemmer, and Thomas D. Gardine, Consumer Safety Officers, New York 
District, Food and Drug Administration, Department of Health, Education, 
and Welfare by their attorneys, pursuant to Rule 12(b) and 56{b) of 
the Federal Rules of Civil Procedure, and moves the Court to dismiss the 
Complaint filed herein for a declaratory judgment that the federal 
government, and specifically the United States Food and Drug Administration, 
lacks authority and jurisdiction to investigate, inspect or otherwise enforce 
the provisions of the Federal Food, Drug, and Cosmetic Act, against 
plaintiffs and for an injunction restraining the defendants from investi- 
: gating, inspecting or otherwise enforcing the provisions of the Federal 
Food, Drug, and Cosmetic Act, against plaintiffs; and the defendants 
alternatively move the Court to grant summary judgment of dismissal, for 


the following reasons and on the following grounds: 


aS 


% 
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The Court is without jurisdiction to e»tertain the suit 


is 


because it is in substance and effect a suit against the United States 


~~ 


which has not consented to be sucd or waived its immunity from suit. 
2. The Complaint fails to.state any clain upon which relief 
can be granted in that it presents no justifiable controversy. It seeks 
° to enjoin the defendants in their official capacity from making investi- 
gations they are expressly authorized to make, pursuant to §§702(a) and 
704 of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 372(a) and 
374}, to determine whether the Act is being violated. Further, the 
relief demanded in the Complaint cannot be granted against Director 
Shane, Supervisory Consuner Safety Officer Terry Musson and Consumer 


Safviy Officers Halper, Klenmer, and Gardine who, as federal employees 


of subordinate rank, are sui/2ct to direction of their superiors. 
3. The acts complained of, which the plaintiffs seek to have 
declared unauthorized by the Federal Food, Drug, and Cosmetic Act, 


and violative of the physician-patient privilege, and the Fourth, 


* Fifth, and Sixt!) ‘ry ndments to the United States Constitution, are 
the attempts on ci cccasions by FDA investigators pursuant to 21 U.S.C. 
y 374 to conduct .. 'uspection of the premises where plaintiffs conduct 


a medical practice. The purpose of the two attempted inspections was 

to determine whether interstate shipments of a drug known as Liefcort 
were being received or held at plaintiffs' premises for use in the 
treatment or patients. 

4. In essence, the Complaint seeks to enjoin the defendants from 

conducting an authorized investigation and to have the Court declare 

that such an investigation would be contrary to law. In addition, 
plaintiffs would have the Court enjoin the defendants from enforcing 

the provisions of the Federal Food, Drug, and Cosmetic Act against 
plaintiffs and to declare that the defendants lack the authority and 


jurisdiction to enforce the provisions of the Act against plaintiffs. 
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S. As ‘lished by the affidavits attached to this motion, 


the drug known Liefcort is a dangerovs dmg which has been reported 


’ to FDA as the cause of very serious adverse effects, it is not approved 
under the Federal Food, Drug, and Cosmetic Act for any medical purpose, 
and it has been reported to the Food and Drug Administration that 
plaintiffs have received quantities of this drug for use in the treatment 
of patients. As further established by the affidavits attached to this 
motion, the FDA investigators involved have proceeded on instructions 
from their superiors in attempting to make an assigned investigation 
and have at all times conducted themselves in accordance with the 
provisions of law which authorize them to enter the premises where the 
plaintiffs reportedly conduct a medical practice and to make an 
inspéction of the premises for the purpose of determining whether thre 
are violations of the Federal Food, Drug, and Cosmetic Act. The 
investigators are being sued for carrying out their statutory duties, 
and their superiors have been joined as defendants in their capacities 
as officials and employees of the United States so as to make any judgment 


binding on the United States. 
II 


The defendants further move the Court, pursuant to Rule 56 of the 
Federal Rules of Civil Procedure, to grant sumnary judgment of dismissal 
in favor of defendants on the grounds that there is no genuine issue 
as to any material fact and that defendants are entitled to judgment as 
a matter of law, since they are duly authorized to conduct investigations 


of the type attempted and in the manner in which they have heen attempted. 


Dated: Brooklyn, New York 
May 1, 1975 


DAVID G. TRAGER 
UNITED STATES ATTORNEY =—~— 
EASTERN DISTRICT OF NEW YORK 


Copsicprer 


By: 
ASSISTANT UNTTED STATES ATTORNEY 
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NOTICE OF MOTION 


To: Rothblatt, Rothblatt, Seijas & Peskin, Esqs. 

232 West End Avenue 

New York, N. Y. 10023 

PLEASE TAKE NOTICE, that the undersigned will bring 

the above motion on for hearing before the Honorable Edward R. 
Neaher, United States District Judge for the Eastern District 
of New York, at the United States Courthouse for the Eastern 
District of New York, 225 Cadman Plaza East, Brooklyn, New 
York, 11201, in Courtroom No. 2 on the 16th day of May, 1975, 
at 10 o'clock in the forenoon of that day or as soon there- 
after as counsel can be heard. 
D. ed: Brooklyn, New York 


May 1, 1975 


DAVID G. TRAGER 

United States Attorney 
Eastern District of New York 
Attorney for Defendants 

225 Cadman Placa East 
Brooklyn, New York 11201 


o, | / 
be 
ie I Poona 

CXE IL HYMN 
ASssisvant U. 5. Attorney 
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MOTION TO DISMISS AND FOR SUMMARY JUDGEMENT 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


ELIZABETH DALEY, M.D. and HENRY 
ROSENBERG, M.D. 
Flaintiffs, 
- against - 
CASPAR W. WEINBERGER, Secretary of 
Health, Education, and Welfare, ALEXANDER 
M. SCHMIDT, M.D., Commissioner of the 
Food and Drug Administration, CLIFFORD 4 
G. SHANE, Regional Director of the Food AFFIDAVIT 
and Drug Administration, TERRY MUSSON, 
ALLEN R. HALPER, JOHN E. KLEMMER and 
THOMAS D. GARDINE, Employees of the Food 
and Drug Administration, 


Defendants. 


Terry B. Musson, being first duly sworn, deposes 
and says: 

1. Iama Supervisory Consumer Safety Officer for the 
United States Food and Drug Administration, Department 


of Health, Education, and Welfare. I have been assigned to 


the New York District »ffice at 850 Third Avenue, Brooklyn, 


. 


New York, since October 10; 1572. . 


4 My duties as a Supervisory Consumer Safevy Officer 
include directing the inspectional activities of a designated 
group of professional Consumer Safety Officers and sub- 
professional personnel. 

3. On February 7, 1975, in the course of my official 
duties, I issued an assignment to Consumer Safety Officer 
Allen R. Halper to conduct an inspection at the premises of 
Dr. Elizabeth Daley and Dr. Henry Rosenberg, 320 West End 
Avenue, New York, N.Y. The purpose of this inspection 
was to determine, among other things, whether a drug, Liefcort, 


was being distributed by Drs. Daley and Rosenberg. 
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4. -On February 10, 1975, Consumer Safety Officer Halper 
reported to me that he was unable to conduct the inspection, 
since a nurse at the premises, Ms. Donna Pinorsky, advised 
him that the doctors were not in and wovld provide no further 
information. It was also reported to me that Ms. Pinorsky 


advised the investigator that Drs. Daley and Rosenberg had 


office hours on Wednesdays and Thursdays from 10 a.m. to 4 p.m. 


S. On February 25, 1975, I called Mr. Henry Rothblatt by 
telephone regarding his inquiry as to FDA's jurisdiction. I 
informed him that we had received a report regarding the use 
by Drs. Daley and Rosenberg of the drug Liefcort. Among other 
things, Mr. Rothblatt told me that Drs. Daley and Rosenberg 
are not distributing Liefcort but are séescritiine hormones 
for the treatment of their patients and that he would supply 

‘information requested by the Agency. He also advised me that 
on his advice Drs. Daley and Rosenberg vould refuse to see 
FPA investigators. eee 7 . 

6. On February 26, 1975, in the course of my official 
duties, I issued an assignment to Consumer Sa*ety Officers 
John E. Klemmer and Thomas D. Gardine to conduct an in- 
spection at the premises of Drs. Daley and Rosenberg at 
320 West End Avenue on the foilowing day, Thursday, Februar, 27. 

7. On February 27, Consumer Safety Officers Klemmer 
and Gardine reported to me that they had attempted to conduct 


the assigned inspection at 10:30 a.m., that Ms. Pinorsky would 
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not permit them to enter the reception area of the premises, 
and had referred them to the doctors’ attorneys, Rothblatt, 


Seijas, and Peskin. 


TERRY B. MUSSON 
Supervisory Consumer Safety 
Officer 
New York District 
County of Kings ) 
State of New York ) 


Subscribed to and sworn before me at Brooklyn, New York 


this day of , 1975. 


MO1TON TO DISMISS AND FOR SUMMARY JUDGEMENT 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


ELIZABETH DALEY, M.D. and HENRY 
ROSENBERG, M.D. ‘ 
Plaintiffs, 

- against - 
CASPAR W. WEINBERGER, Secretary of 
Health, Education, and Welfare, ALEXANDER 
M. SCHMIDT, M.D., Commissioner of the 
Food and Drug Administration, CLIFFORD 
G. SHANE, Regional Director of the Food - AFFIDAVIT 
and Drug Administration, TERRY MUSSON, 
ALLEN R. HALPER, JOMN E. KLEMMER and 
THOMAS D. GARDINE, F~-ployees of the Feod 
und Drug Administration, 


Defendants. 


Allen R. Halper, being first duly sworn, deposes 
and says: 

1. I am a Consumer Safety Officer for the United States 
Food and Drug Administration, Department of Health, Education, 
and Welfare. I have been assigned to the New York District 
office at 850 Third Avenue, Broclyn, New York, since 


Aprii 19, 1971. Fier 


2. My duties as 2 Consumer Safety Officer include the 


Vj ‘ 
inspection of establishments covered by the Food, Drug, and 


Cosmetic Act and other Acts enforced by the Food and Drug 
Administration. 

3. On February 7, 1975, in the course of my official 
duties, I was given an assignment by my supervisor, Terry B. 
Musson, Supervisory Consumer Safety Officer, to conduct in 
inspection at the premises of Drs. Elizabeth Daley and Henry 
Rosenberg, 320 West End Avenue, New York, New York. The 
purpose of this inspection was to determine, among other 
things, if the drug, Liefcort, was located on the premises 


and was being distributed for the treatment of patients. 
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4. . arrived at the office of Drs. Daley and Rosenberg 
on the wornias ef February 10, I identified myself as an 
investigator of the Food and Drug Administration to a nurse, 
Ms. Donna Pinorsky, showed my credentials, and issued to her 
a Notic2 of Inspection. I explained to her the purpose of 
my visit. Ms. Pinorsky told me that Drs. Daley and Rosenberg 
had hours on Wednesday and Thursday fren 10 a.m. to 4 ams 
She stated that she would not give me any information about 
the operation of the doctors' practice. She further stated 
that any information about the doctors would have to come 
from their attorneys, Rothblatt, Seijas, and Peskin, located 
at 232 West End Avenue, New York, New York. She also advised 
me that even if I visited during the office hovrs of the doctors 
I would be referred to their attorneys. 

5. On leaving the premises of Drs. Daley and Rosenberg, 
I went to the office of the attorneys to whom I had been 
referred. I was told by the receptionist that Henry Rothblatt 
was in court and that I should call for an appointment on the 
following day. I then returned to the District office to 


report my findings. 


é. on February 10, 11, and 12, 1975, I spoke to 


Mr. Henry Rothblatt by telephone. During these conversa~ 
tions I advised Mr. Rothblatt that the Food and Drug 
Administration wanted to obtain information on the use 

of the drug Liefcort by Drs. Daley and Rosenberg. Among 
other things, Mr. Rothblatt told me that even before the 


death of the originator of Liefcort, there had been no 
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F such drug as Liefcort. However, Mr. Rothblatt also told 
me that Drs. Daley and Rosenberg use a form of treatment 


that was conceived by Dr. Liefmann. 


-- = << 


ALLEN R. EALPER 
, P : Consumer Safety Officer 
< F ; 2 New York District 


County of Kings ) 
State of New York ) 


Subscribed to and sworn before me at Brooklyn, New York 


this _ day of » 1975. 


ee ae ee 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


ELIZABETH DALEY, M.D. and HENRY ‘ 
ROSENBERG, M.D. e 


\ 


Plaintiffs, 
- against - 
CASPAR W. WEINBERGER, Secretary of 
Health, Education, and Welfare, ALEXANDER 
M. SCHMIDT, M.D., Commissioner of the 
Food and Drug Administration, CLIFFORD 
G. SHANE, Regional Director of the Food AFFIDAVIT 
' and Drug Administration, TERRY NUSSON, 
ALLEN R. HALPER, JOHN E. KLEMNER and 
THOMAS D. GARDINE, Employees of the Food 
and Dru, Administ: scion, 


Defendants, 


ee ee ee ee 


John E. Klemmer, being first duly sworn, deposes 
and says: 
| 1. I am a Consumer Safety Officer for the United States 


’ ‘ 


Food and Drug Administration, Department of Health, Fducation, 


- and Welfare. I have been assigned to the New York District 
office at 850 Third Avenue, Brooklyn, New York, since 
Augusc 18, 1971. ° - 
} 2. My duties as a Consumer Safety Officer include the 
‘Siideidlihals of establishments covered by the Food, Js:.ug, and 
Cosmetic Act and other Acts enforced by the Food and Drug 


Administration. 


a... ee 


3. On February 26, 1975, in the course of my official 

' duties, I was given an assignment by my supervisor, Terry B. 
Musson, Supervisory Consumer Safety Officer, to conduct an 
inspection at the office of Dr. Elizabeth Daley and Dr. Henry 
Rosenberg, 320 West End Avenue, New York, New York. The purpose 

+ of this inspection was to determine, among other things, 

whether the drug, Liefcort, was located on the premises and being 
distributed for the treatment of patients. I as accompanied 


by Consumer Safety Officer Thomas D. Gardine. 
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TN eee ee) 


4. Consumer Safety Officer Gardine and J arrived at 
the office at approximately 10:30 a.m. on Thu.-sday, February a 
We found the door to the office locked. We rang the bell 
outside the door and a Ms. Donna Pinorsky opened the door. 
We identified ovrselves “as investigators of thé Food and Drug 
Administration, showed our credentials, and issued to her a 
Notice of Inspection. - 


5. We asked Ms. Pinorsky if we could speak to Drs. Daley 


and Rosenberg. Ms. Pinorsky refused to let us enter the 


Sie 


reception area. She said that we would have to speak to the 


doctors' attorneys, Rothblatt, Seijas, and Peskin. She also 


a 


te ee ee 


told us that the doctors were not in the office that day. 
Investigator Gardine and I then left the office and returned 


to the District office to report our findings. 


JOHN E. KLEMMER 
Consumer Safety Officer 
New York District 


County of Kings ) 
State of New York ) 


Sdbscribed to and sworn before me at Brooklyn, New York 


this day of e 1975. 


| 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


ELIZABETH DALEY, M.D. and HENRY 
ROSENBERG, M.D. 


Plaintiffs, 


- zegainst - 
CASPAR W. WEINBERCER, Secretary of 
Health, Education. and Welfare, ALEXANDER 
M. SCHMIDT, M.D., Commissioner of the 
Food and Drug Administration, CLIFFORD 
G. SHANE, Regional Director of the Food AFFIDAVIT 
and Drug Administration, TERRY MUSSON, <2 
ALLEN R. HALPER, JOHN E. KLEMNER and 
THOMAS D. GARDINE, Employees of the Food 
and Drug Administration, 


Defendants. 


George J. Gerstenberg, being first duly sworn, deposes 
and says: 

1. I am Deputy Regional Food and Drug Dircctor, 

New York District of the Food and Drug Administration, 
Department of Health, Education, and Welfare, 850 Third 
Avenue, Brooklyn, New York. t direct and supervise the 
‘day-to-day enforcement of the Federal Food, Drug, and 
Cosmétic Act for the United States Food and Drug 
Administration, New York District, which includes New 
City and the counties of Nassau, Suffolk, Westchester 
Rockland. 

2. On or about September 30, 1974, the New York District 
office was notified by Mr. Paul Sage of the Bureau of Drugs, 
Food and Drug Administration, Rockville, Maryland, that the 
Food and Drug Administration had received a report that 
Liefcort, a new drug for which nc approved New Drug Appli- 
cation is in effect, had been received after shipment in 
interstate commerce by Dr. Elizabeth Daley and Dr.Henry 
Rosenberg at their office at 320 West End Avenue, New York, 


New York, and was being used for the treatment of patients. 


A309 
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The files of FDA's New York District Office include reports 
demonstrating the hazardous nature of this drug and the besis 
for its illegality under the Federal Food, Drug, and Cosmetic 


Act. See, for example, the attached rezort issued hy the 


Arthritis Foundation, 1212 Avenue of the Americas, hew York, 


N.Y. 10036. 
3. Pursuant to the Federal Food, Drug, and Cosmetic 
Act, 21 U.S.C. 355, new drugs shall not he distributed in 
interstate commerce unless evidence of safety and effective- 
ness is submitted to the Food and Drug Administration and 
approved by that Agency. Distribution of a product classified 
as a new drug which lacks evidence of safety and effective- 
ness is an unwarranted threat to the public health and safety. 
4. In the course of my official duties, I initiated 
a preliminary investigation of the report that Drs. Daley 
and Rosenberg had received the drug Liefcort and obtained 
information which led me to believe that the doctors were 
distributing the drug. Accordingly, I ordered a formal 
inspection of their premises at 320 West End Avenue, New York, 


N.Y. 


GEORGE J. GERSTENDERG 
Deputy Regional Food 
and Drug Director 

New York District 


County of Kings ) 
State of New York ) 
Subscribed to and sworn before me at Brooklyn, New York 


this ‘day of , 19758. 
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O0n May 2, 1952, Canadian Food and Drug Directorate 
authorities “raided” Or. Liefmann's clinic in Mon- 
treal and seized “all available suoplies" of his med- 
icines. Subsequently he wes chersed on 16 counts of 
violation of the Canadian Fosd and Drug Act and tri- 
al begen in June. Tne charges included selling an 
untested drug, selling controlled druas without pre- 
scription, violating lebsling regulations, and sel- 
Ving drugs prepared under un2cceptabie conditions. 


Althouch ne has bes 


he is willing 


This special report discusses the situation at this time under 
the following headings: 


Backoround 

Liefcort 

Robert Liefmann, M.D. and his Clinic 
Liefmann/Liefcort Promotiun 

In Sum 


BACKGROUND 


Or. Liefmann end Liefcort first attracted wide public attention 
in May 1962 wher. Look Magazine pudlisned an article on him. At that 
time he was not even a licensed M.D., havicg failed his examination. 
Later that year he passed a re-examination end was Vicenses to practice 


in Canada by the Quebec Collece of Physicians and Surgeons. 


Banned. The Canadian Food and Nrug Directorate prohibited the 
retail sale of Liefcort and distribution of it to Canadian docters for 
investigation2it purposes, because of the lack of laboratory quality con- 


trol to insure composition and safety in its manufacture. 


Reactions. After several arthritis patients in the U.S., who 
had visited Montreal and obteined and teken the drug, suffered serious 
reactions, the U.S. Food and Orug Administration denounced it_as “immin- 


ently dangerous" and banned its importation into the U.S. 


& 
Or. Liefmann's Montreal clinic continued te operate, with pa- 
tients from Canada and the U.S. visiting it, for several years with rela- 
tively little public fenfare or publicity. 
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In early 1962, when various eutherities in Canada were oreparins 
to investicate DOr. Liefmann's oractices, and ne was facing Rendic tS 9h prose- 
cution, he called a press corfererce in Montree. 1 to taik about his allegec 
success in treating victims of arthritis. 


Publicity. Since then, judced by the increese in inquiries 
about iene eno “Liefcort received Tre Arthritis Feunceticn, and by 
reports co~ina to it from vericus “TCE Txsig eigen sublicity can- 
paign is being waged. A bock Or ; -fmann ani his claizms has been 
publisned and wicely distribu { in the U.S. it iS epper- 
ent that ro and more U.S. arthritis oatié e traveling to Montreal 
to obtein s lies of the contraband formuia. 


re 
upp 


LIEFCORT 


Back in 1962, Or. Liefiran y -2 of nis principe} ar- 
thritis mecication as “Liefcort.’ y ne nes been quoted : news- 
paper stcries as saying he should never have given it é trade na In 
describing his arthritis treatment method in written materials distrituted 
in 1962, the nare "Liefcort" is not mentioned. Ht pe- 
tient cn tne staff of The Arthritis Foundation vi ‘ted nis Selbecente clinic 
in March 1962 and wes given en 2 yedropper sith the word “Liefcort” printed 


on it, to u > in measuring out doses of the medicine he bought. 


2 ,. Liefcort, a licuid, wi 21yse¢ i by the FDA 
bor y to which The Artpritis | omitted semples. 


Agein in 1 Fourcaticn obtained a sa7p 1d turned it over to the 

FDA for analysis. In both yeers, the chief jients were found to be 
y ¥ ; 

predniscre (one of the cortisones), testeste a male hormone), and 

estradiol] (2 female hormone). 


Inconsistency. Several samcles of Or. Liefmann’s medication 
were analysed oy canadian authorities in mid-1968 and were found to have 
similar ingredients. It was noted that the relative amount of predni- 
sone -- the steroid drug compound -- ir each bottle tested veried froma 
bottle to oleae eg In both Canade and the U. the manufacturer of an 
approved drug is required to precisely the sare from 


S 
batch to batcn aa bottle te bot he he physician prescribing 
i+ can be sure of the exact cosa i jents are receiving. 


Nothin: Soecial. Prednisone, testosterone and estradiol are 
,well-kmown drugs, and nave been used, separately and together, in treating 
arthritis for years. There is nothing “magic” or “special” about their 
use. itobody needs to 29 to Ceneda to cet these hermones. But competent 
doctors in the United States woula be unlikely to prescribe them for ar- 


thritis in tnis combination and in the amounts compounded by Dr. Liefmann. 


Temporary Relief. Prednisone can give very dramatic relief from 


the symptozs of arthritis tt can reduce inflammation and take away oain. 
It cam make 2 joint stiffened by arthritis limber again. ‘nen cortisone 
was first discovered in 1949, ohysiciens were excited by its potential for 
controlling arthritis. They soon found, however, that its effects were 
temporary. 
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Side Effects. As soon as patients stopped taking it, the symp- 
it, many ¢° them developed some 


softening of bones with spontaneous fractures, mental disturbances, and 
damage to liver, kidneys and other vital organs. “Cortisones," including 
prednisone, are still prescribed for arthritis, bdut only under regular 
supervision of the doctor, and with dosaue very carefully regulated. 

fost physicians specializing in arthritis treatment today prefer not to 
use this type of drug except as e last resort. 


Risk. So the erthritis sufferer whe octains e supply of Lief- 
cort to last a month or rore m2zy cet welcome relief, but is taking a 
grave risk of dangerous side effects...and he is certainty not going to 
be “cured” in a sense that he will be free of the disease as a result of 
taking this medicine. Arthritis sometimes goes away by itself, even when 
nothing is being taken for it. ‘nen this heppens with a petient who is 
taking something, the natural tendency is to ascribe the “cure” to what- 
ever was being taken. Liefcort may have gained an undeserved reputation 
in this way with some patients. i 

' 

The male and female hormones, testosterone and estradiol, may 
reduce the toxic effects of prednisone. Sut these hormones cen have se- 
rious side effects themselves. There are reports of men taking Liefcort 
who have developed enlarged breasts and women who have grown beerds. Men- 
strual disturbances ere common. 


At least three deaths nave been reported as the direct or indi- 
yect result of taking Liefcort. Many physicians in the U.S. have reported 
serious problems with their matients who visited Or. Licfmann's Montreal 
clinic and toon his medicines. 


ROBERT LIEFMANN, M.D. AND HIS CLINIC 


Visitors to the Liefmann clinic have renarted that only a ore- 
cursory examination was made before medicine was prescribed and sold to 
patients. Accordina to a story in April 18, 1962 issue of the MONTREAL 
GAZETTE, researciiars for the newspaper were able to obtain bottles of 
Liefcort by writina and sending money without even visiting the clinic 
for exemination. One of these researchers, the story said, didn't have 
arthritis in the first olace. 


Following the search-and-sei: ire carried out by Canadian Food 
and Drug Directorate insnectors in Or. Liefmann's clinic in May 1968, he 
hes continued to practice, but is reported to have changed his procedures. 
At least some examination is now required, and patients must fill out a 
long questionnaire. 


An article in the March 29, 1968 issue of MEDICAL WORLD NEWS, 
which sent a reporter to visit Or. Liefmann in his Montreal clinic of- 
fices, states: "de says his cherces are $15 for an initial examination 
and $10 to $15 for medication, out his patients report that they ere 
higher. Even at the rates he adcuits to, however, Or. Liefmann'’s gross 
income may reach $250,C00 annually.” : 
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— 


conservative. The 

a half-ounce bottle. 

“tne nalf-ounce bot- 
ix-ounce Guentity -- 
men -- who receive 


rc 


bottle of re 

The MONTREAL 

tle is no loncer available. 
or nothing. This means that 
two bottl2s -- pay . nis weitird room 
are crovcec and tnet ~otionts a day. At 
this rate, the Licfmann op t youl 2 grossing «ore then $3,000,009 
a@ year. 
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Unsenitary Conditions. 
er, or “manufactures? Accordirg -. Liofmann mixes it nies 
self, and only he has the formule. A MONTRE A “story in its issue 
of September 6, 1968 said that trie! wit ses te i 
conditions in the laboratory uscd eparing end b ing Dr. Lief- 
mann's arthritis remedies. i dus 208i end cirty food dishes 
on laboratory tables. A Liefmana 2tory assistant who worked et bot- 
tling medicines for him t fied of :¢, that the utensils 
used were not sterilized " 


Suspension of License. whe May 1, 1968) the Council of 
Discipline of the Quziec Coi hysicians ei urceons suspended Dr. 
Liefmann's license i re since of Quebec for 
five years, it announced th > ne en ind “guilty of having taken 
as associates or employees two oe as fh I ed to prectice madi- 
cine in the Province of Qued avin nitted these two per- 

“sons to practice medicine n In announcing 
the suspension, the MONTREAL GA TE idan ied the two persons as “a 
former clerk" and “an unlicensed & 


The following is quotec from an "AMA Data Sheet on Liefcort,” 
dated 1968: 


"Robert Liefmann studied medicine at the McGill University 
Faculty of Medicine in Caned2. In 1354 he took the exerination for li- 
censing aS a private practitioner, but failed the oral examination in 
surgery. In 1962 he passed this examination and was certified by the 
Quebec College of Physicians and Surgeons to 2 medicine in Canada. 
Prior to his licensure he worked as @ parcner at Montreal's Royal 
Victoria Hoscitel. He wes suspenced by ospital for implenting the 
pituitary glands of newly sleughtered calve } thighs of six ar- 
thritis patients. He was later reins db ion left his positicn, 
and set ud a commercial operation cal n esearch Leboratories, 
which created and distributed hair to 3 wing preparations, 
and vitamin preparations. 


“On December 10, 1957 a warrant for the arrest of Liefmann was 
issued in the United States, on charges of introducing a misbranded drug 
inte interstate commerce in violation of the U.S. Federe) Food, Drug and 
Cosm>tic Act. The case involved an alleced baldness cure called *R-20,' 
distributed by Liefmann, which contained the female sex hormone estradiol 
‘and isoproepy] elcchol. FOA charged that the preoaration was both worth- 
less and dangerous. Liefmenn failed on several occasions to appear in 
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Federal District Court in Syracuse, New York, for arraignment, and an ar- 
rest warrant was issued. He still feces prosecution on the charges if and 
when he comes to the United States.” 


LIEFCORT/LIEFMANN PROMOTION 


The most effective nromotion of Or. Liefmann and his remedy, 
attracting patients in the U.S. to his Montreal clinic, seems to be the 
result of word-of-mouth reports between and emono erthritis patients anc 
their friends and families. Arthritis sufferers are prone to try enything 
which they think may help them. 


Gobbledegook. Or. Liefmann distributes a document titled, 
"Rationale for the use of the Liefmann Metabolic Method in the Tresataent 
of Rheumatic and Arthritic Disezses." It is a compiletion of fine-sound- 
ing medical gobbledesook. [t mixes fact with misstatement of fect and 
outright fiction. It claims that rheumatic diseases are essentially a 
matter of hormone imbalance. There is no reliable medical evidence that 
this is so. Throughout, it downgredes the use of corticosteroid diuys in 
the treatrent of rneumatic diseases. Yet one of the princinal ingrecients 
in Liefcort, which is prescribed as part of the “Liefmenn Method,” is 
prednisone, which is itself a corticosteroid drug. 


"Arthritis Discovery.” 8, a paperback book was published 
and is now being sold in t Uni es and Canada. Its title is “Ar- 
thritis Discovery." A sudtith: he flyleaf reeds, “The Atterpted Mur- 
der of Canadian Arthritis Dis rv -- Tne Crime Plotted by the Medical- 

Drug Cartel, Pseuco-Charity, Establisnment.” 


The book lists no author or editor, but is “Dedicated to the 
Robert Liefmenn Clinic" in Montreal. [t contains the Liefmann “Rationale” 
and transcripts of radio broadcasts in Cenada, interview style, in which 
Dr. Liefmenn makes various claims reness of his methods of 
treating arthritis. 1J* also contains en attack on the “conspiracy” of the 
"Establishment" against medical progress, as Or. Liefmann sees it. 


It was first published im Caneda in January 1968 and later in 
Freeport, Bahamas. Advertisements for it, which have been placed in news- 
papers in the U.S., do net mention Or. Liefmann or Liefcort by name, but 
provide a Montreal address from which it may be ordered. 


he book a reprehensible doc- 
erers to go to Caneda to od- 


The Arthritis Foundation consider 
ument calculated to induce more arthritis s 
tain a contreband end dangerous drug. 
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IN SUM 


Dr. Robert Liefmann of Montreal, Canede, makes and sells for 
his own profit medications (tne chief one forimerly called "Liefcort") 
which he claims have been successful in treating and “curing” patients 
with rheur2toid arthritis. 
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He has repeatedly made the steterent yee his remedy is available 
for testing and that the madicai profession ar hi 
prevented this. His “Rationale” } 5 


4 
n: The 


vestigations into any method »y be elo. in the 
tients suffering from these 3$¢ ni to ore 

able to the public througn f } 

the public.’ 


t 
are remiss in their duties if ther Fai oncuct contro) 
0 


otly mane 


So far as officials of The Arthritis Foundation ere 
Liefmann has C 5 Of j 
orcanizat 


dertaxen. 
2ppro oval 6 


for person21 ors orsrit 


rrom this, one can conjecture who is doing what to the public. 


For a number of years the American Medical Association has pub- 
lished a list of six “simole rules" to help “a non-medical person recognize 
a@ health quack” or questionable practitioner, essentially as follows 


often uses a “special” or “secret” formula or machine that 
claims can cure disease. 


may promise or imoly a auvick or eesy cure or improvement. 


He advertises or uses "ca 


ase histories” and testimonials from 
his patients te impress p 


ce 
eople. 
He refuses to eccect triec and proved methods of medical 
research and procr emors constantly for “medical in- 
vestigation” seg » but he avoids testing or sto 
Short of giving a neseced for a scientific evelabbian. 


He frequently claims medical men are persecuting him or that 
they,are afraid of his comoetition. 


6. He claims that his method of treatment is better than drugs 
and other measures prescribed vy physicians generally. 


It is left to the reader to judge whether any of the above guide- 
lines appear to apply to Or. Liefmann’s practices. 


2 The Foundation warns erthritis i€ not to use the drug 


preparation Liefcort in the treatment. of disease. 
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Plaintiffs, 
-against- 
CASPAR W. VEINDBERGTR 
Health, Feducation, . <XANDER 
M. SCHMIDT, M.C. Ossi :¢ 
Food and Crug Féninis ion, CLIFFOFD 
G. SHANF, Regional Di r of the Food APFIDAVIT 
and Drug : : 1 mar ii Hat 
ALLEN R. HALPER sO; E. KLEMMER and 
THOMAS D. GARDINE I ry of the Food 


Paul J. Sace, being first duly sworn, deposes, and 

1. I -ma Consumer Safety Officer in the Pivision 
Drug Manufaccuring of the Bureau of Drugs of the United States 
Food and Drug Administration. 

2. In September 1974, I was an Assistant to the 
Director of the Division of Regulatory Operations of the 
Bureau of Drugs. My official duties in this capacity in- 
cluded- determining the Agency iivestigative action with re- 
spect to reports concerning use and possible illegal cistri- 
bution of unapproved new drugs. 


3. In late September 1974, in the course of my official 


duties, I received a report indicating Drs. Henry Rosenberg 


and Elizabeth Daley of Mew York City were dispensing or using a 
drug known as Leifcort. There appeared to be a possibility 
the drug was beine or had been ship,«d into the United States 
from Canada. 

4. Leifcort is known to the Agency as a proprietary 
name for a @rug that has been promoted abroad for use in 


treating arthritis. FDA fi indicate that it is a drug 
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containing an irrational mixture of potent hormones which 
has not been approved under the requirements of the Feccral 


Food, Drug, and Cosmetic Act, 21 U.S.C. 355, for use in 


“the treatrent of arthritis. Our records indicate there 
have been reports of very serious ecv 
attributed to the crug. 

5. For the above reasons, on Septerber 30, 1974, in 
the course of my official cuties, I issucd an assignient 
to Fbi.'s New York District office requesting 
investigation be made to determine, among other thincs, 
whether the drug was in the possession of the doctors 
concerned. I authorized the district to inve: cigate 
the matter either directly, by making an inspection, 
or indirectly through securing cooperation of New York 


State authorities. 


6. Should an investigation by our district office or by 


cooperating authorities result in the discovery of illegal 
stocks of Leifcort within the jurisdiction of the Federal 
Food, Drug, and Cosmetic Act, the Agency would initiate 
consideration of appropriate regulatory or other action 


under €he Act for the protection of consumers. 


County of Los Angeles 
State of California 


Subscribed and sworn to before me this — day of 


, 1975. 
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JAMES £. KOZICK 
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ISTATEMENT PURSL 'T_TO RULE 9(G) 


| 

|| UNITED STATES DISTRICT COURT 

EASTERN DISTRICT OF NEW YORK 

-—— ee ee Se ee a ae ae me ae OE 


ELIZABETH DALEY, M.D., 


Plaintiff, STATEMENT PURSUANT 
TO RULE 9(g) OF 
-against- THE GENERAL RULFS 

OF THIS COURT __ 

CASPAR W. WEINBERGER, Secretary of 

Health, Education and Welfare, Civil Actiscn 

,ALEXANDER M. SCHMIDT, M.D., 

j}Commissioner of the Food and Drugs No. 75 C 306 

Administration, CLIFFORD G. SHANE, 

||Regional Director of the Food and 

|}Drug Administration, TERRY “MUSSON, 

! ALLEN R. HALPER, JOHN E. KLEMMER 

and THOMAS D. GARDINE, Employees 

of the Food and Drug Administration 


| Defendants. 
| 


The following are material facts as to which the 
Federal defendants contend there is no genuine issue to be 


tried: 


1. The plaintiff herein, ELIZAE:TH DALEY, M.D., 
| o 
holds in her office drugs (within the meaning of 21 U.S.C. 


Ns322(¢) (29) which have been shipped in interstate commerce. 
2. On February 10, 1975 F.D.A. Consumer Safety 

‘eehenenas Allen R. Halper arrived at the offices of plaintiff 
| ELIZABETH DALEY, M.D., identified himself as an F.D.A. 
|inspector, showed his credentials, and issued a notice of 
inspection. The purpose of the inspection was to determine, 
Jin response to certain information which had come to the 
jattention of the F.D.A., if certain drug products which had 
jpeen shipped in interstate commerce where present in the 


doctor's office. Inspector Halper was refused admission to 


| 
| 
| 


Ls office by plaintiff's nurse, Ms. Donna Pinorsky, R.N., 
bel was advised to consult plaintiff's attorneys, Rothblatt, 
Rothblatt, Seijas and Peskin. 

3. At approximately 10:30 A.M. on February 27, 


1975, F.D.A. Consumer Safety “fficers John E. Klemmer and 


iThomas O, Gardine arrived at «ne offices of plaintiff 
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ELIZABETH DALEY, M.D., identified themselves as F.D.A. 


inspectors, showed their credentials, and issued a notice 


| 
| 


! 
lof inspection. The purpose of the inspection was to 


determine in response to certain information which hod 


~~ to the attention of the F.D.A., if certain drug 
| 


\products which had been shipped in interstate commerce 


i 


“were present in the doctor's office. Inspectors Klemmer 


and Gardine were refused admission to the office by 


' 
i 


| 
} 
| 
|iplaintiff's nurse, Ms. Donna Pinorsky, R.N., and were 
tadvised to consult plaintiff's attorneys, Rothblatt, 

| 

iH 

‘Rothblatt, Seijas and Peskin. 


| 4. This action was filed on March 6, 1975, 
' 
prior to any further investigative activity. 


if 
Dated: Brooklyn, New York 
‘ July 3, 1975 


DAVID G. TRAGER 

United States Attorney 
Eastern District of New York 
Attorney for Defencants 

225 Cadman Plaza East 
Brooklyn, New York 11201 


laf 
j uU 
CYRIL HYMAr 
Kssistant U. S. Attorney 


at oe Oe ae aa | 
| JM | 


COUNTERSTATEMENT PURSUANT TO LOCAL RULE 9(G) 


“ '''TPED STATES DISTRICT COURT 
|p STERN DISTRICT OF NEW YORK 


ELIZABETH DALEY, M.D. and HENRY 
ROSENBERG, M.D., 
Plaintiffs, 
COUNTERSTATEMENT 
~against- PURSUANT TO LOCAL 
| RULE 9 (gq). 
, CASPAR W. WEINBERGER, Secretary of 
Health, Education and Welfare, 75- C-306 


Defendants. 


The material facts as to which plaintiff contends 
| there exists a genuine issue to be tried include the following: 
1. Precisely when and for what reason did the FDA cormence 
!} an investigation of Dr. Elizabeth Daley and Dr. Henry Rosenberg? 
What is the factual basis for the investigation, and the source 
| of any information received concerning the doctors and their 
medical practice? 
2. What is the factual and legal basis for the "PDA's 
claim of jurisdiction over plaintiff? 
3. Precisely which provisions of the Federal Food, Druq and 
| Cosmetic Act does the FDA contend plaintiff has or may have vio- 
lated, and is there a factual basis for this contention? 
4. What is the factual basis for the FDA's contention that 
plaintiff administers "dangerous" and “hazardous" medication 


her patients? When, where and how did the “DA obcain samples of 


COUNTERSTATEMENT PURSUANT TO LOCAL RULE 9(G) 


! medications administered by plaintiff? Who analyzed these 
| samples and what were the results of the analysis? Who determined 
‘| the medications are hazardous and what is the scientific basis 
for this conclusion? 

5. What is the chemical composition of "Liefcort"? 

6. Did plaintiff ever receive interstate shipment of 
"Liefcort"? 

7. When, where and how did plaintiff distribute "Liefcort", 
and to whom ? 

8. What is the factual basis for the FDA's conclusion that 
"Liefcort" is hazardous and produces severe side effects? 

9. Has plaintiff refused to permit authorized entry and 
inspection, or has plain viff adulterated, misbracxded or mislabeled 


i any food, drug, device, or cosmetic within the meaning of 21 


#U.S.C. 331 (£), (k), (1)? 


10. Has plaintiff introduced any "new" drugs into interstate 
| commerce in violation of 21 U.S.C. 331 (d) ? 
ll. What was the purpose of the February 10, 1975 entry 
N and inspection of plaintiff's medical office? Precisely what 
items did the inspectors intend to examine and/or seize? 
12. Did plaintiff's nurse refuse to permit authorized 
| entry and inspection within the meaning of 21 U.S.C. 331 (f)? 
13. What was the purpose of the February 27, 1975 entry 
and inspection of plaintiff's medical office? Precisely what 


items did the inspectors intend to examine and/or seize? 


COUNTERSTATEMENT PURSUANT TO LOCAL RULE 9(G) 


14. Did plaintiff's nurse refuse to permit authorized 


| entry and inspection within the meaning of 21 U.S.C. 331 (f)? 


15. Does plaintiff hold in her office any unapproved 
'! arugs which have been shipped in interstate commerce? 
16. Is plaintiff's medical office a "factory, warehouse, 
lor establishment” within the meaning of 21 U.S.C. §374? 

17. Does plaintiff hold in her office any "food, drugs, 
devices, or cosmetics" within the meaning of 21 U.S.C. §374? 

18. Was this action filed on February 28, 1975, the 
day after the second notice of inspection was served upon plain- 


tiff's nurse? 


Dated: New York, New York 
duly 7, 1975 


Resnectfully submitted, 


ROTHBLATT, ROTHBLATT, SEIJAS 
and PESKIN 
Attorneys for Plaintiff 
3. ROTEL. 
west Fnd Avenue 
New York, New York 10023 
212-787-7001 
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28 
packages of the pharmaceuticals that we received. 


Certainly, we're not ashamed of those. 

THS COURT: That's why I keep wondering why 
we're here, 

UR. ROTHSLATT: If they tell us what they want 
we'll giva it to them. We don't want them rummaging 
through our office. When they used the word "Leafcourt' 
it showed bad faith.; 

THE COURT: Mr. Hyman, you indicate you would 
be present? 

MR, HYMAN: Absolutely. 

MR. ROTUBLATT: Fine. £ Mr. Hyman and I agree 
on what he said, we'll sis sie our case. If he says 
that what they all want to do is precisely what he 
said, this is not what the inspector said. I'm happy 
to work it out. We don't want to make cases here. 

THE COURT: Perhaps the time is right for 
Mx. Hyman and Mr. Rothblatt to agree upon a time and 
place wherein an inspector may come up there and do wha 
the insvector was going to do in the first place. 

MR. HYMAN: Well, your Honor, the problem with 
an agreed time and place -- 

THE COURT: I mean, place, of course, would have 


to be the doctor's office. 


MR. HYMAN: Agreed time is really -- doesn't mak 
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it an inspection, It makes it a meeting. 


THE COURT: Law says, a reasonable time. Sol 
assume two reasonable men can agree on a reasonable 

MR. HYMAN: ‘The problem of that, as I unider- 
stand, what the law says -- 

THE COURT: Well, you have to comply. 

MR. HYMAN: Tf your Honor please, if I was your 
superior and I wanted to see what you were doing, I 
wouldn't call you up and say, look, I am going to come 
down three weeks from now and by that time if you're 
doing something that shouldn't be done you wouldn't be 
doing it any more. That's the type of thing that we 
ask an inspector for. 

THE COURT: Now, you're suggesting that sone 
kind of hanky-panky -- 

MR. HYMAN: No. We don't know. I am relying on 
what Mr. Rothblatt says. There is nothing going on. 
But that doesn't mean the agents or the agency has to - 

THE COURT: I am not suggesting what the agent 
will think, see or do. T am simply suggesting it 
would appear that an agent may complete the inspections 
so iong as Mr. Rothblatt is present. 

MR. HYMAN: There is no problem, The agent 


could come in and the doctor could call up 
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Mr. Rothblatt'’s office. 


THE COURT: All I'm suggesting, you get together 


and tvork out a definite time to be accomplished. 


MR. HYMAN: ‘We don't have the authority to do 


that, your Honor. 


THE COURT: Are you suggescing you do not wish 


Mr. =~ 


AR. HYMAN: 


COURT: 


MR. HiMAN: 


I am suggesting that Mr. Rothblatt 


Yes. 


But I am -- what I am saying, 1 


Cannot make an arrangement to have an inspector be 


- 


there at a definite time for Mr. Rothblatt. In other 


words, the inspection is just wnat it is, an inspection 


“HE COURT: 
choose 


HYMAN : 


COURT : 


HYMAN 

E COURT: 

Mr. Rothblatt? 
busy lawyer. 


MR. LYMAN: 


MR. 


But, 


ROTHBLATT: 


Are you suggesting that you will 


Which is reasonable. 


But with an opportunity, then, when 


Yes. 
Inspector arrives to have 


of course, Mr. Rothblatt is a 


Me has four, five associates. 


I want to make certain that I've 
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gone a long way. I want to make certain that what 


sely what you Said we can do, 
; the Government's position. 
In other words, it couldn't be that important that an 
associate of Mr. Rothblatt couldn't be present. ‘hat 
the inspection will take ce reasonable time, 
reasonable mannec. That the inspector will wait a 


reasonable time, ten minuces,. 


MR. ROTHBLATT: We can't agree, Judge. So what 


his original offer, it was Mr. Hyman's offer, 
Department's offer. That's why we're in this 


Court because we charged them with bad faith. When 


they use that word "Leafcourt"” they base their report, 
their right to inspect upon a 164% report of the 
Arthritis Foundation on a medicine that they knew no 
longer exists, h2 existed since 1958, I charge 

the Government with bad faith and that's why we're in 
this Court to vindicate our rights. 

THE COURT: Well, I think you got a problem on 
your hands because I think if the Government doesn't 
wake up, it's going to have a decision holding that 
exemption applies here. So you'd better think that 
over. 


Now, you're not dealing with a drug establishmenk 


a warehouse, a factory or any other thing spelled out 
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here. The word "physician's office" isn't mentioned in 
that notice. Now, you can either take half a loaf or 
perhaps lose it all. I should think a doctor would 
have the right to have counsel present in such a 
situation. 
MR, HYMAN: T think the Court is misunderstandin 
Lf counsel wants to be there, he 


iaspection provision provides for an 


THE COURT: At a reasonable time and place. 
and place. 
THE COURT: ‘Way do you sup e that is entirely 
within the discretion of the Deoartment and no one e)se 


MR. HYMAN: baring the operating hours of the 


physician's office. 


THS COURT: ‘oll, in this case, as I'm pointing 
out to you, you are not entering a factory, warenouse 
or establishment. You're enteriag what is alleged to 

and I presume is not denied, a doctor's office. 

MR. HYMAN: ‘That's correct, your iionor., But 

say, Maintain an establishment is a doctor's office. 
I understand. You maintain that, 
but in view of the clear-cut exception speiled out in 
another part of the statute and the ambiguity as to 


its scope, I suggest taking that. Since this does 


Los | 
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apvear to be scmewnat unusual, despite your statement 
not supported, of course, although I wouldn't deny it, 


ssume you could supply an affidavit that doctors’ 


“4 
3] 


offices are customarily inspected; is that so? 

TR. HYMAN: ir. Patterson from the Food and Drug 
Administratioa makes that representation. 

THE COURT: All right. LI'1l accept that. But I 
do suggest that in ihe circumstances here, a reasonable 
time and place and the opportunity for counsel to be 
present ought to be seriously considered. 

MR. HYMAN: Excuse ine. 

THE COURT: ‘The fact there have been no prior 
cases doesn't mean they'LL not bea a first case because 
someone wishes to contest the matter. 

MR. HYMAN: L've been informed, your Hovor, that 
under the act we have no authority to make that 
representation, 

THE COURT: All right. All right, do you want 
to consider the matter submitted? 

MR. ROTHBLATT: Yes, your Honor, 

MR. HYMAN: ‘Thank you very much. 

MR. ROTHBLATT: One case, your Honor, the fact 
Mr. Hyman has cited a statute which gives the party an 
opportunity to have a hearing before enforcement, 


before a criminal proceeding is brought, the Supreme 
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Court has construed that statute. I am just citing 


one case that's noted under the statute in the 


it was held that “compliance with 


thischapter, that is, requiring administrative, before 


reporting a violation for prosecution to give the 
Suspect an opportunity to present his views is not a 
prerequisite to prosecution." 

So the Supreme Court has construed that statute 

MR. HYMAN: ‘The is United States v. Dotter- 
weich, and that’s reported at 320 U.S. 277. 

Your Honor, {£ read the statute for just for what 
it said. ; 

THE COURT: Well, I am assuming you are not 
Inisreading it, but Mr. Rothblatt is pointing out the 
Supreme Court has a different view of it. 

MR. HYMAN: As you know, the courts take 
different views -- 

THE COURT: That haopens to be a court no cne 


can disagree with. 
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Plaintiff Elizabeth Daley, a licensed physician 
practicing in New York City, brought this action under 28 
U.S.C. §§1331 and 1337 seeking declaratory and injunctive 
relief aimed at preventing defendants (hereinafter "FDA") 
from any further attempts to conduct an inspection of her 
office. The case is now before the court on FDA's motion 
to dismiss the complaint or in the alternative for summary 


judgment, Rules 12 (b) (6) and 56, F.R.Civ.P. 


In the course of plaintiff's practice it appears 
that she prescribes various drugs, including prednisone, 
testosterone, estradiol and combinations thereof, for 
patients suffering from rheumatic diseases, principally 
rheumatoid arthritis, She alleges that on or about Febru- 
ary 10, 1975, defendant Allen R. Halper, an FDA investi- 
gator, visited her office in New York City, interrogated 
a registered nurse in her employ and served a Notice of 


Inspection pursuant to Section 704{a) of the Food, Drug 


1 
and Cosmetic Act, 21 U.S.C. §374(a) (“the Act”). On or 


about February 27, 1975, two other FDA investigators, 
defendants Jchn FE. Klemmer and Thomas D. Gardine, 


apoeared at plaintiff's office, interrogated the 
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registered nurse and served a second Notice of Inspection, 


Plaintiff believes that she is being investigated 


concerning a drug called Ldefcort. Although she claims 


2 
that FDA lacks jurisdiction under the Act to investigate 


or inspect either her practice or the treatment she pre- 
scribes for her patients, she asserts her willingness to 
discuss with FDA officials, through her attorney, details 
of medications which she sreparen, geecorihes and administers 


to her patients, 


FDA rknowledges that its desire to inspect plain- 
tiff's premises stems from a belief that in the course of 
plaintiff's practice she may be distributing Liefcort, a 
drug not approved by FDA. Liefcort, which is apparently 
used outside this country in the treatment of arthritis, is 
believed to consist of prednisone, testosterone and estradiol, 
in proportions known only to its discoverer, the late Dr. 
Robert Liefmann. FDA believes that some of it may have been 
shipped into the country and found its way into plaintiff's 


offices, 


Essentially four grounds are relied on in support 
of FDA's motion to diamiss or for summary judgment: (1) there 
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is no justiciable controversy hefore the court; (2) FDA, an 
age..cy of the United States, has not consented to the suit 

and therefore it is barred by the doctrine of sovereign im- 
munity: (3) there is an adeauate remedy at law; and (4) FDA 
does have the statutory au. city to investigate plaintiff's 


offices. 


The absence of a justiciable controversy is 

oremised on a lack of ripeness, a question necessarily in- 
volving a discretionary determination as to whether a particu- 
lar controversy is appropriate for judicial resolution. In 
situations, such as this, where a pre-enforcement attack is 
mode on the validity of administrative action, the Court, in 
the drug trilogy cases Abbott Laboratories v. Gardner, 387 
U.S. 136 (1957)? Toilet Goods Ass'n v. Gardner, 387 U.S. 158 
(1967); Gardner v. Toilet Goods Ass'n, 387 U.S. 167 (1967), 


has established guidelines for ascertaining the appropriate- 


ness of judicial intervention. 


The test to be applied is twofold in nature and 


involves an evaluation of “poth the fitness of the issues for 


judicial decision and the hardahip to the parties of with- 
holding court consideration." Abbott, Supra, 387 U.S. at 
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issues for resolution, itself consists of two parts -— 


whether the issues raised were purely legal in nature and 


whether the challenged agency action was final. Id. 


In Abbott, supra, the plaintiffs had challenged the 
authority of the Secretary of Health, Education and Welfare 
to promulgate certain regulations, which had already been 
the subject of hearings and had been published in final form 
with immediate compliance expected. Applying the two-part 
test, the Court noted that the tendered issues were purely 
legal and the agency action was in every respect final, not 
tentative, and not the action of a subordinate official. 
Abbott Laboratories, supra, 367 U.S, at 151. Additionally, 
the challenged regulations would have “a direct effect on 
the day-to-day business of all prescription drug companies 
. « e” (387 U.S. at 152), and therefore withholding judicial 
consideration would necessitate considerable hardship. 

Under those circumstances, the Court departed from the other=- 
wise settled rule that courts are to avoid "entangling 
therselves in abstract disagreements over administrative 


policies" and that administrative agencies are entitled to 
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be frec “from judicial interference until an administrative 
decision has been formalized and its effects felt in a con 
crete way by the challenging parties.“ Abbott Laboratories, 


supra, 387 U.S. at 148-49, 


In this case, the only action taken by FDA has been 
to cause twe notices of inspection to be served and to 


question plaintiff's nurse. The notices merely recite 


various statutory provisions authorizing FDA inspections 


without specifying the purpose of L.1e inspection or what FDA 


3 
expects to find on the premises it seeks to enter. 


Applying the Abbott Laboratories test to these 
facts, the court ‘s of opinion that discretion should not be 
exercised in favor of retaining jurisdiction. While the 
igsue raised appears tu be a purely legal one, i.a., the 
FDA's statr*ory authority to inspect a physician's office, 
there is here no final agency action whose legality the 
court may pass upon. Although FDA agents made two visite to 
plaintiff's office, no inspection was in fact conducted. 

The court is reluctant to anticipate what future action, if 


any, FDA may decide to take. 
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In American Dietaids Co., Inc. v. Celebrezze, 317 
_ F.2d 658 (2 Cir. 1963), the court affirmed the dismissal of 
an action brought to enjoin FDA inspectors from using con- 
cealed tape recorders during future inspections of a plain- 


tiff's premises, saying: 


"There is no ground in such a single past inci- 
dent for declaratory relief against possible 
future inspections. There is no actual contro= 
versy now existing on which to found declaratory 
relief. . .. ‘Especially where governmental 
action is involved, courts should not intervene 
unless the need for equitable relief is clear, 
not remote or speculative.’ 

v. People's Rank of Lakewood Villace, Cal,, 333 
U.S. 426, 431, 68 S.Ct. 641, 644, 92 LEG. 784.]® 
317 F.2d at S60. 


That language is apposite here. 


This case is also distinguishable “-om Abbott and 


Gardner on the question of the hardship of aolding judi- 


cial consideration at this time. In those cases the chal- 
Lenged regulations required the plaintiffs to - 1xke positive 
action which would have had “a direct effect on the[{ir] day= 
to-day business... ." Here, no action on plaintiffs 


part is required — the ball, so to speak, is in FDA's court. 


If FDA decides to pursue the matter further, there 
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are two courses of action available. First, if FDA desires 
to enforce its claimed right of inspection under §374, it 
will have to seek the court's aid under §332, which grants / 
the district courts jurisdiction to enjoin violations of §331. 
Subdivision (f) of §331 prohibits “[t]he refusal to permit 
entry or inspection as authorized by §374... ." If relief 
were granted under §332 the occupant (plaintiff here) would 
be enjoined from refusing entry to FDA inspectors. C£. 
Brennan v. Buckeye Industries, Inc., 374 F. Supp. 1350 (S.D. 
Ga. 1974). In such a proceeding plaintiff would have the 
opportunity to explain to the court her reasons for denying 
entry to the FDA inspectors and the legal issue raised could 
then be properly decided. See, ¢.g., FIC v- Simeon Manage- 


ment Corporation, 1975 Trade Cases @60,223 (N.D. Cal. 1975). 


Second, FDA could institute criminal proceedings 


4 
against plaintiff under 21 U.S.C. §333(a), in which event 


she could raise as o defense FDA's lack of authority to 
inspect her office. See, €-G-,. United States v. Thriftimart, 


Inc., 429 F.2d 1006 (9 Cir.), cert. denied, 400 U.S. 926 


(1970). 


Plaintiff urges that she should not be required to 
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test the legality of FDA's richt to inspect her office ina 
criminal proceeding, on pain of conviction should she lose. 
Her fear of prosecution, however, is not a sufficient predi- 
cate for this court to retain jurisdiction. Here, there is 
no indication that the government intends to prosecute plain- 
tiff eit! er for her past two refusals to permit entry or for 
any future refusals — unlike the situation in Doe v. Bolton, 
410 U.S. 179, 93 S.Ct. 739 (1973), where physicians chal- 
lenged the constitutionality of a Georgia abortion statute 
under whose predecessors doctors were actually prosecuted. 


Cf. Laird v. Tatum, 498 U.S. 1, 13, 92 S.Ct. 2318, 2325 


5 
(1972), and Socialist Workers Party v. Attorney General of 


tes, 510 F.2d 253 (2 Cir, 1974). 


—- 


Moreover, absent compelling circumstances, such as 
presented in the Doe case, there is no basis for a court to 
issue a judgment declaring in advance of a criminal prosecu-~- 
tion that acts already committed, or even to be committed in 
the future, are or are not unlawful. Cf. Ewing v. Mytinger 


& Casselberry, 339 U.S. 594, 599 (1950). 


Finally, in construing statutes providing criminal 


penalties for individuals who refuse to honor administrative 
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summonses, the courts have held in parallel situations that 
good faith noncompliance is not subject to prosecution. See 
Reisman v. Caplin, 375 U.S. 440, 446-49 (1964) (good faith 


refusal to honor an internal revenue service summons would be 


6 
a defense to a prosecution under 26 U.S.C. §7210). Simi- 


larly, in Anheuser-Busch, Inc. v. Federal Trade Commission, 
359 F.24 487 (9 Cir. 1966) (Blackmun, J.), the court held 
that §10 of the Federal Trade Commission Act, 15 U.S.C. §50, 
which makes it an offense to refuse “to answer any lawful 
inquiry .. . if in {one's} power to do so, in obedience to 
the subpoena or lawful requirement of the Commission . . .", 
does not authorize criminal prosecution “where the challenge 
to the subpoena is in good faith." 359 F.2d at 490. See also 
.deral Power Commission v. Metropolitan Edison Co., 304 U.S, 


375, 386-87 (1938). 


The court concludes that a controversy sufficiently 
ripe for adjudication does not presently exist between the 
parties. Defendants’ motion for summary judgment Gismissing 


the complaint ia therefore granted, 


SO ORDERED. 
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The Clerk of the Court is directed to enter judg- 


ment dismissing the complaint. 


LS... EDWARD _R._ NEARER 
U. S. D. J. 


Dated: Brooklyn, New York 
October 2, 1975 
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FOOTNOTES 


— 


"6374, Inspection—Right of agents to enter; 
scope of inspection; notices prompt- 
ness; exclusions 


“(2) Por purposes of enforcement of this 
chapter, officers or employees duly desicnated 
by the Secretary, upon presenting apprepriate 
credentials and a written notice to the owner, 
operator, or agent in charge, are authorized 
(1) to enter, at reasonable times, any . « - 
establishment in which... drugs ... are 
manufactured, processed, packed, or held, for 
introduction into interstate commerce . « -« 
and (2) to inspect, at reasonable times and 
within reasonable limits and in a reasonable 
wanner, such. . . establishment .. . and all 
pertinent equipment, finished and wifinished 
materinls; containers, and labeling therein. 

In the casa of any... establishvent.. . in 
which prescription drugs are manufactured, pro= 
cesssed, packed, or held, the inspection shall 
extend to all things therein (including records, 
files, pavers, processes, controla, and facili- 
ties) bearing on whether prescription drugs 
which are adulterated or misbranded within the 
meaning of this chapter, or which may not be 
manufactured, introduced into interstate come 
merce, or sold, or offered for sale by reason 
of any provision of this chapter, have been or 
are being manufactured, processed, packed, trans= 
ported, or held in any such place, or otherwise 
bearing on violation of this chapter. . « - The 
provisions of the second sentence of this aub=- 
section shall not apply to— 


* * w w e 


"(2) practitioners licensed by law to 
prescribe or administer drugs and who manu- 
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facture, prepare, propagate, compound, 

or process drugs solely for use in the 

course of their professional practice 
we ° 


Plaintiff also claims that FDA's construction of §374 vio= 
lates the Fourth Amendment under the reasoning of 
Colonnade Catering Corporation v. United States, 397 U.S. 
72 (1970), and United States v. Biswell, 406 U.S. 311 
(1972). r 


Nor is FDA reauired under §374 to wet forth in its notice 
the reason umerlying the inspection or what it expects to 
find; the section simply and unequivocally authorizes FDA 
to enter and inspect certain specified premises at reason@- 
able times. Sce fn. l. 


Section 333(a) provides: 


“Any person who violates a provision of section 
331 of this title shall be imprisoned for not 
more than one year or fined not more than $1,000, 
or both." 


In refusing to permit a suit under the First Amendment 
seeking declaratory and injunctive relief against surveil- 
lance being conducted by the Army, the Court noted 


“At the same time, however, these decisions have 
in no way eroded the ‘established principle that 
to entitle a private individual to invoke the 
judicial power to determine the validity of ex= 
ecutive er legislative action he must show that 
he has sustained, or is immediately in danger of 
sustaining, a direct injury as the result of that 
action... .’ Ex parte Levitt, 302 U.S. 633, 
634, 58 S.Ct. L, 82 L.rd. 493 (1937).” 
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The Court went on to conclude that to allow the action to 
proceed 


“would have the federal courts as virtually con=- 
tinuing monitors of the wisdom and soundness of 
Executive ection; such a role is appropriate 
for the Congress acting through dts committees 
and the ‘power of the purse’; it is not the 
role of the 4udiciary, absent actual present 
or immediately threctened injury resulting 
from unlawful governmental action.” 408 U.S. 
at 15, 92 S.Ct. at 2326. 


Section 7210 prov 23: 


“Any person who, being duly summoned to appear 
to testify, or to appear and produce books, 
records, memoranda, or other papers . « « 
neglects to appear or to produce such books, 
accounts, records, memoranda, or other p: pers, 
shall, wnon conviction thereof, be fined not 
more than $1,000, or imprisoned not more than 


1 year, or both, together with costs of prose~ 
cution." 


Accordingly, it is not necessary for the court either to 
wade throuch the murky waters of sovereign immunity or to 
decide whether the Reisran, supra, and Anheuser=3.18¢ch, 
supra, cases mandate a dismissal of the action for want 
of equity. 
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